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DETAILED ACTION 

Claims 1-5, 7 and 8 are pending. 

Applicant's remarks filed on 10/06/06 have been carefully considered by the 
Examiner. The Examiner has carefully considered by the Declaration under 37 CFR 
1.132. 

Applicant's amendments have necessitated a new ground of rejection. Applicant 
has expanded the scope of claim 1 with the introduction of a Markush group, which was 
not previously presented. This action is FINAL. 

Withdrawn rejections: 

Claims 1-5 were rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cho et al. (J. Craniofac. Surg. 2002 May 13(3), 465-75) in view of Liu (US 5,281,265). 

Applicant has submitted a Declaration under 37 CFR 1.132 demonstrating that 
the prior art reference was not by another. The Examiner withdraws the rejection. 

Claim 3 was rejected under 35 U.S.C. 112 second paragraph. Applicant has 
amended the claim to recite only biopolymers. The Examiner withdraws the rejection. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art, 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-5, 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Petersen et al. (US 2002/0071827 Pub. Date: 06/13/2002) in view of Liu (US 

5,281.265). 

Applicant claims a gel-type bone-filling composition for stimulating bone- 
formation and bone-consolidation comprising 1) 20 -80 weight% of mixture containing 
CaS04 (90-99 weight%) and one or more inorganic salts selected from the group 
consisting of CaCOs. MgCOa, CaCOa • MgCOa (1 - 10 weight%); and 2) 80-20 weight% 
of viscous biopolymer. 
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Determination of the scope and content of the prior art 

(MPEP 2141.01) 

Petersen et al. teach a bone graft substitute composition consisting essentially of 
calcium sulfate, a mixing solution and a plasticizing substance and a bone graft 
composition comprising calcium sulfate, demineralized bone matrix, cancellous bone, a 
plasticizing substance and a mixing solution (Claims 1 and 16). The plasticizing 
substance can be various biopolymers such as various celluloses including 
carboxymethylcellulose and ethyl cellulose, as well as hyaluronic acid (Claims 4, 7, and 
19). Peterson et al. teach making injectable, paste and putty compositions, which the 
Examiner interprets to read upon gel-type (see page 4. [0056] and 0058], for example). 
Petersen et al. teach a composition comprising about 80-120 parts by weight calcium 
sulfate and about 1 to about 40 parts by weight plasticizing agent (claim 23). Petersen 
et al. teach that the composition can contain 0.1-2 weight % sodium bicarbonate as well 
as other inorganic elements and inorganic salts thus establishing a guideline for the 
addition of carbonate salts (Page 2, [0019], page 4 [0051]). 

Liu teaches the resorbable calcium sulfate surgical cements for use in medical 
applications such as orthopedic and maxillofacial surgeries and dental applications 
comprising a biocompatible filler component selected from the group consisting of 
calcium carbonate, magnesium carbonate and mixtures thereof (Claims 1,15 and 16). 
Liu teaches the weight ratio of the fillers to the cementing components can be up to 4 to 
1 (Column 4, lines 41-53). Liu states that biocompatible filler component is substantially 
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inert thus establishing that CaCOa, MgCOa, CaCOa • MgCOaare secondary inert 
ingredients in the cement composition; thus they are optional and not required for the 
cement to function (Column 4, lines 41-57; Column 5, line 35 and claims 15 and 16). 

Ascertainment of the difference between the prior art and the claims 

(MPEP 2141.02) 

Peterson et al. do not expressly teach adding one or more inorganic salts 
selected from the group consisting of CaCOa, MgCOa. CaCOa • MgCOa (1-10 
weight%) to the composition, 

Peterson et al. do not expressly teach adding 0.3-1 weight% CaCOa, 0.3-1 
weight % MgCOa and 0.5-1 weight % CaCOa • MgCOa to the composition. 

Finding of prima facie obviousness 
Rational and Motivation (MPEP 2142-2143) 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to add one or more inorganic salts selected from the group 
consisting of CaCOa. MgCOa, CaCOa • MgCOa, as suggested by Liu, to the composition 
of Petersen et al. and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because 
Petersen suggests the inclusion of inorganic elements and salts and Liu teaches that 
these carbonate fillers are inert with respect to the interaction between the cementing 
component and the setting component The adjustment of particular working conditions 
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(e.g., determining an appropriate amount of CaCOa, MgCOa, CaCOs • MgCOa to add to 
the composition) is deemed merely a matter of routine optimization. It is the Examiner's 
position, in the absence of clear and convincing evidence to the contrary, that calcium 
sulfate renders obvious other hydrated forms of calcium sulfate. 

It is the Examiner's position that In the absence of any criticality/unexpected 
results, the presently claimed invention is considered prima facie obvious over the prior 
art for the reasons of record and those stated above. 

A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. {In re 
Opprecht 12 USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1976). 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 

references, especially in the absence of evidence to the contrary. 



Application/Control Number: 10/528,749 Page 7 

Art Unit: 1616 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F (6:15 am-3:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Ernst Arnold 
Patent Examiner 
Technology Center 1600 
Art Unit 1616 




Johann Richter, Ph.D. Esq. 
Supervisory Patent Examiner 
Technology Center 1600 



